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Title: A QUALITATIVE, MULTI-PHASE STUDY OF BEHAVIOURAL AND ATTITUDINAL RESPONSES TO COCHLEAR IMPLANTATION IN AUSTRALIA AND THE UNITED KINGDOM: STUDY PROTOCOL
The article is very interesting. But, I think some considerations that will improve the quality of the manuscript. Rewiever used:
• Tong A, Sainsbury P, Craig J. Consolidated criteria for reporting qualitative research (COREQ): a 32-item checklist for interviews and focus groups. Int J Qual Health Care. 2007; 19(6) Figures. Figure 1 , is not clear, expande image. References. OK.
Really is a fantastic Project. I believe that minor revision is necessary. I agree to review the manuscript again. Thank you for your work.
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REVIEW RETURNED
27-Nov-2017
GENERAL COMMENTS
This manuscript describes a protocol for a two-site study on cochlear implantation, utilising the input of implant candidates, implant recipients, hearing aid users with severe to profound hearing loss, audiologists, and general practitioners to determine attitudes towards cochlear implants. The aim is to determine the motivators for implantation with a view to improve the currently low-uptake rate in developed countries. The methodology is qualitative in nature, using focus groups and some qualitative research tools. Sites in Australia and the UK will be used for study populations.
The document is well written. As this study has already commenced (Page 7 line 23) the review will be restricted to the readability, and not interact much with the methodology (although I wonder if the study captures all the stakeholders?).
Introduction:
The introduction approaches the subject at hand to inform a general readership with a background in health services. The rationale for the study is well made, in that more knowledge is needed for us to understand how to improve the uptake of hearing implants. 
VERSION 1 -AUTHOR RESPONSE
Reviewer(s)' Comments to Author: Please note that page numbers refer to the track changed version of the manuscript.
Reviewer: 1 Authors' responses to reviewers' comments Page # of Edits Reviewer Name: Dr. Katrien Vermeire Institution and Country: Long Island University -Campus Brooklyn, United States Please state any competing interests or state 'None declared': None declared Please leave your comments for the authors below This paper " A QUALITATIVE, MULTI-PHASE STUDY OF BEHAVIOURAL AND ATTITUDINAL RESPONSES TO COCHLEAR IMPLANTATION IN AUSTRALIA AND THE UNITED KINGDOM: STUDY PROTOCOL" describes the protocol two groups in Australia and the UK will use to establish behavioral and attitudinal responses to cochlear implantation in Australia and the UK. In general, this paper is appropriate for BMJ open but it is in need of some revision. Thank you for your thoughtful responses and comments to our paper. P4 -line 17: It is estimated that 74% of the world's population is aged over 15 years (approximately 5.6 billion people), which suggests that over 60 million people globally have severe or greater than severe (known from hereon in as 'severe or greater') hearing loss.
?? RESPONSE: Apologies if this was not clearly explained. Please see our revision in the manuscript.
•
The current global population is estimated to be 7,550 million.5 • Approximately 74% of the global population is over the age of 15 years (which equates to approximately 5,587,000,000 people).5 • Approximately 1.1% of this population have severe or greater hearing loss,4 which equates to 61,457,000 people.
Page 4, introduction, line 9-13 P5 -line 42: In Australia in 2006, 87,634 adults aged 15 years and over were estimated to have at least severe hearing loss in their better ear ?? A 15 year old is not an adult, so this is not a number that corresponds to how many adults are in a certain country RESPONSE: Thank you for your comment. Yes, you are right, however, the access economics reference included age groups of 0-14 years and 15-50years, 51-60 years, 61-70 years, and 71+ years. We have amended the text to reflect your comment. Please see below. "In Australia in 2006, 87,634 people aged 15 years and over were estimated to have at least severe hearing loss in their better ear" Page 5, Utilisation of Cochlear implants, line 28-29 P5 -line 43: Even in Australia, Cochlear is not the only player in town anymore RESPONSE: Thank you. We were unable to find alternative estimates of the total number of Cochlear implantations in Australia, and so used the Cochlear Ltd reported estimate. We have amended the text to indicate that Cochlear Ltd is not the only player in this area who manufacture implants, and that the figure is likely an underrepresentation of the total number of implanted CIs in Australia.
Page 5, Utilisation of Cochlear implants, line 29-32 P6 -Line 37: Do you call adults over the age of 50 older adults???? RESPONSE: Please see our edit to the section title, to clarify that we are referring to research focused on adults over the age of 50. Where "older adults" are referred to, this is a reflection of the terminology used by the research being cited. "Reported barriers to utilisation of hearing devices and rehabilitation in adults over the age of 50 years" Page 6, line 24-25 Objectives: Study objectives should included at introduction section. RESPONSE: Thank you. We have included a sentence to introduce the objectives; "In order to explore the behaviours and attitudes to cochlear implantation from the healthcare professional and patient perspectives, the study objectives are to…" Page 7, Methods; Study objectives section, line 34
Objective "D" is included in "b" objective. Objective "d" should be remove. RESPONSE: Thank you. We have removed objective D as suggested, as it is encompassed by objective B.
Methods. What methodological orientation was stated to underpin the study? e.g. grounded theory, discourse analysis, ethnography, phenomenology. If authors explore "complex situations", with a lot participants, with different context…may be qualitative case study, or mixed design… RESPONSE: Yes, an inductive approach to data analysis, underpins this research. Please see our amendment to describe this. Please note additional references have also been added. "The findings will be generated from the transcripts and proforma data, using an inductive approach to data analysis. This refers to the way that theory 'emerges' from the data, which is dealt with 'from the ground up', with findings grounded in the raw material and meaning revealed iteratively. An inductive approach to data analysis will enable researchers to develop a thematic framework based on the key themes and categories arising within the data " Page 14, Methods; line 20
• Authors used diferent collection tools (questionaire and focus groups, and interviews…) (Mixed design?) RESPONSE: Yes, this is what we mean by "multi-method" in the "study design" section. We have also reflected this in the title, by replacing "multi-phase" with "multi-method". P7, methods, line 13; manuscript title p1, 2 Inclusion criteria for professionals should describe better… minimun experience (years of experience in hearing loss, eg). Is the same a GP novice or GP veteran? RESPONSE: Thank you. We aim to sample a range of audiologists and GPs with varying levels of experience. We hope that this is now reflected in our amendment to the participant inclusion criteria: "GPs and audiologists must: be currently working in their field and have had experience consulting with the target populations. The study will aim to recruit healthcare professionals with a variety of experiences working within their field and with people with a hearing loss" P8, methods, participant inclusion criteria, line 35
Setting of data collection. Where was the data collected? e.g. home, clinic, workplace Before participants, authors should include a research team section, which describe:
•Which author/s conducted the interview or focus group? RESPONSE: Thank you. Please note our edits regarding the location of the data collection, and the researchers conducting the data collection. Page 11, line 17-23
•What were the researcher's credentials? E.g. PhD, MD •What was their occupation at the time of the study?
•Experience. What experience with topic of the study did the researcher had? RESPONSE: Thank you. Please see the addition of the section "research team". Pg 8, methods, "research team", line 6
•Relationship with participants. Was a relationship established prior to study commencement? Researchers are GP of patients included? RESPONSE: To clarify the recruitment process further, we have added an additional sentence to the end of the section; "recruitment" "Researchers will have no prior relationships with participants." P9, methods, "recruitment", line 13
•Researcher characteristics. What characteristics were reported about the interviewer/facilitator? e.g. Bias, assumptions, reasons and interests in the research topic RESPONSE: Please see the additional section "research team". The data from the demographic questionnaires will be analysed using descriptive statistics (frequencies), and provide contextual, demographic information about the participants. The qualitative surveys will clarify any queries that arise in the focus group and interview data. Please see edits P13 methods, line 10
Should be describe phase by phase at Project. RESPONSE: Analysis will be conducted continuously, and results built on iteratively, while data are being collected. This way, any changes to the data collection tools in phase 2 that may be necessary, can be undertaken early on during the study. By starting analysis as data are collected we will be better informed, and able to facilitate clearer dialogue during the focus groups and the interviews. Please see edits. P12, methods, line 26-Authors should describe how will present results from focus groups, interviews, and questionnaire. Eg, narratives, summary, conceptual mapping… Authors should describe the characteristics of the questionnaires, variables of the questionnaires. Type of statistical analysis that will be performed on the variables. RESPONSE: Please see edits "The demographic data from the questionnaires, will be analysed using descriptive statistics (frequencies), and provide contextual information about the participants." P13, line 10 Please see new section: presentation of results "Results from the focus groups, interviews and proformas will be presented as themes and their concomitant categories, with verbatim quotations embedded in the narrative that describes the themes, to support and add authenticity to the research group's interpretations." P14, line 27 P13, methods; line 10 P14, methods; line 27 Software. What software, if applicable, was used to manage the data? NVIVO will be used to conduct the qualitative coding RESPONSE: Please see edits "Nvivo Pro 11 software will be used to code the data, for the thematic analysis, to derive themes and categories to enhance the rigour of the working methods and trustworthiness of results, through systematic, and transparent coding of data." P14, methods, line 11 Quality criteria. Did participants provide feedback on the findings? RESPONSE: Member-checking will not be conducted during this study. It was considered, in line with COREQ guidelines, but based on the sensitivity of the data felt it was in the best interests of all concerned to use alternative approaches. Consequently, we have incorporated a range of data collection methods to ensure data corroboration and high-quality data capture, and we have added a group-work aspect, so multiple researchers code and analyse data through in-depth consultation, to ensure findings are not influenced by a single researcher's views. See new section; "Enhancing trustworthiness of research" Ethics. How are the files and data obtained between the Australian and UK teams shared? RESPONSE: Thank you. Please see edit; "All anonymised UK and Australian data will be shared via secure password protected online university storage, and security and anonymity of data will be upheld." P15 Data and storage, line 23 How do they communicate between teams? Do they meet among researchers? The UK researcher will be in regular contact with the rest of the research team. The UK researcher will participate in all team analysis meetings, via skype and there will be ongoing email contact between the UK researcher and the rest of the study team. RESPONSE: Please see edit: "UK-based researcher, SH, will participate in all Australian-based team work discussions via skype, or email". In addition, the UK researcher will be in regular contact with the Australian project officer (MB) to ensure data collection is conducted in the same way across the two sites.
P13, methods, line 6
How are decisions made by consensus? RESPONSE: Please see edit; "Thematic analysis team-work will require all team members to contribute to, and agree on the final thematic frameworks, sharing decisions about key issues arising" P14, line 6
Participant checking. Did participants provide feedback on the findings? RESPONSE: Thank you. Please see comments above regarding member checking. See new section; "Enhancing trustworthiness of research" P14, line 33
Figures. Figure 1 , is not clear, expande image. RESPONSE: Thank you. We have uploaded a new file with the text emboldened, and larger.
References. OK. Really is a fantastic Project. I believe that minor revision is necessary. I agree to review the manuscript again. Thank you for your work. Prof. Palacios-Ceña RESPONSE: Thank you.
Reviewer: 3 Reviewer Name: RH Eikelboom Institution and Country: Ear Science Centre, The University of Western Australia, Australia.
Please state any competing interests or state 'None declared': None declared Please leave your comments for the authors below This manuscript describes a protocol for a two-site study on cochlear implantation, utilising the input of implant candidates, implant recipients, hearing aid users with severe to profound hearing loss, audiologists, and general practitioners to determine attitudes towards cochlear implants. The aim is to determine the motivators for implantation with a view to improve the currently low-uptake rate in developed countries. The methodology is qualitative in nature, using focus groups and some qualitative research tools. Sites in Australia and the UK will be used for study populations.
The document is well written. As this study has already commenced (Page 7 line 23) the review will be restricted to the readability, and not interact much with the methodology (although I wonder if the study captures all the stakeholders?). RESPONSE: Thank you for your comments, they are much appreciated.
To the best of our knowledge, this is the first investigation into multi-stakeholder experience of cochlear implants in Australia that includes both a healthcare professionals and patient perspective looking at CI use and experience. We have added a UK-based healthcare professional cohort to enable comparisons about the provision of services and service contexts and the study will capture all stakeholder views fully and equally (see table 1 for an outline of participants). The authors plan to include other stakeholder groups in the UK in a follow-on study, to provide more comparative detail.
Introduction:
The introduction approaches the subject at hand to inform a general readership with a background in health services. The rationale for the study is well made, in that more knowledge is needed for us to understand how to improve the uptake of hearing implants. RESPONSE: Thank you.
Page 5, line 36: The number of implant surgeries is approximately 500 for between 2010 and 2011; this could be interpreted at 12 months or 2 years (or even no time because the word 'between' is used). Please be a bit more precise. See also line 46 for the same issue. RESPONSE: Yes, apologies, it was unclear the way we had written it. The reference cites that there were 500 surgeries conducted in 2010/2011 26 Please see our edit in the manuscript P5, line 24
Line 46: The authors may want to check the Australian Institute for Health and Welfare website, where they report that close to 1500 cochlear implant services are reported for 2013-4 and also for 2014-5 RESPONSE: The authors were unable to find a reference to these numbers on the AIHW website.
The National Hospital Cost Data Collection referenced in the manuscript reported 622 CI procedures took place in Australia in 2013/201528 , with a similar annual number of CI surgeries in the two years prior to that. 29, 30 In addition to the reference used in the manuscript, the AIHW AR_DRG dataset available online indicates that approximately 600 Cochlear implant surgeries were conducted in 2013/2014 https://www.aihw.gov.au/getmedia/083b45ab-8f28.../apc2013-14-part2-drg.xls.aspx P5, line 32;
Page 7, Line 7: It took be a few attempts to understand the last sentence. Consider a revision. RESPONSE: Thank you. Please see edits to the text: "This current gap in the literature warrants further attention to better understand the barriers and facilitators in order to enable a greater proportion of individuals who would benefit from CIs to gain access to these devices, in order to enhance their quality of life." P7, line 7
Methodology: Page 8: Is the recruitment to be Australia-wide (and UK-wide)? RESPONSE: Yes, both Australia and UK-wide. Please see edit: "Recruitment of audiologists, GPs and adults with hearing loss will be Australia-wide. Recruitment for audiologists in the UK will be UK-wide." P9, line 14
Why will the UK part of the study only include audiologists? Do the authors think that the findings from implant users/candidates and GPs be generalizable to the UK setting?
RESPONSE: This appears to be the first investigation into multi-stakeholder experiences of cochlear implants in Australia including healthcare professionals and patient groups. The inclusion of a UKbased healthcare professional cohort, with UK-wide recruitment, will enable a cross-country comparison of the hearing service provision.
The authors plan to include other stakeholder groups in a follow-on study, to provide more comparative detail. Please see edit "The UK data will be analysed using the same methods as the Australian data, and comparisons about service provision will be made between the audiologist data from the two sites. The UK sample, will offer rich comparative, healthcare provider detail, and insights into differences between services in both sites. The authors will compare audiologists' perceptions, and experiences across the sites, with plans to include other stakeholder groups in a follow-on study, to provide more comparative detail." P13, line 12
Will the CI recipients be those with Cochlear Ltd. implants only? RESPONSE: CI recipients will include anyone with a CI from any manufacturer, not only Cochlear Ltd. The only time Cochlear Ltd is mentioned specifically in this manuscript is in the introduction "utilisation of cochlear implant" where we cite their estimated number of CI surgeries. P5 -line 29
Page 9: Why are implants users not included in the pilot study? RESPONSE: Thank you. We will include a pilot group from a single patient cohort, as questions are similar across patient cohorts. Please see amendments to the figures in table 1 p9. "The questions, questionnaires and proformas will be similar across the patient cohorts and similar across the healthcare professional cohorts" P9, table 1, P10, line 14 Page 11, line 52: How will these comparisons be made? RESPONSE: Collection of healthcare professional data from multiple countries will enable us to highlight similarities and differences between study cohorts with reports of any differences or similarities embedded in the final report of study findings and other modes of dissemination such as The 'Significance of the study' section is not needed -please remove RESPONSE: Thank you. This has been removed from the abstract. P2, line 31
